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DETAILED ACTION 

Claims 1-36 are pending. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over US 
2,956,062 ('062) in view of US 4,353,922 ('922). 

'062 teaches a compound similar to the herein claimed compound, when R' is 
cyclohexyl and R" is hydroxyl, as acetylcholine antagonists See col. 1-2, especially col. 
2, lines 35-38, also 54-56). The only difference being the compound of '062 misses the 
quaternary amino group. '062 also teaches the diastereoisomers as similarly effective 
and useful in the invention (See col. 1, lines 62-72). 
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'062 does not expressly teach the quaternary amino group and such compound 
be useful in treating asthma. '062 does not expressly teach the herein dosage forms. 
'062 does not expressly teach the herein claimed optical purity of the compounds. 

'922 teaches a compound having the quaternary amino group and the only 
difference being the compound of '922 is having a bridged bicycle quaternary amino 
group, instead of pyrrolidinium compound (see the abstract). '922 also teaches the 
compound is an acetylcholine antagonists that is useful in treating asthma. Such 
compounds are administered through oral, parenteral or inhalation routes of 
administration (See col. 2, lines 32-35). 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to modify the compound of '062 to incorporate the pyrrolidinium moiety and 
employ such compound to the method of treating asthma. It would have been obvious 
to one of ordinary skill in the art at the time of invention to administer the compound in 
various dosage forms. It would have been obvious to one of ordinary skill in the art at 
the time of invention to formulate the herein claimed compound with the herein claimed 
purity. 

One of ordinary skill in the art would have been motivated to modify the 
compound of '062 to incorporate the pyrrolidinium moiety and employ such compound 
to the method of treating asthma since both the pyrrolidium or the quaternary amino and 
the pyrrolidine groups are useful as acetylcholine antagonists and exhibit anti- 
cholinergic activity, modify the compound of '062 to include the pyrrolidinium moiety and 
employ such compound to the method of treating asthma would be reasonably 
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expected to be useful and effective. One of ordinary skill in the art would have been 
motivated to administer the compound in various dosage forms, in the herein claimed 
purity, since formulating the compound into various dosage forms would be considered 
as simply selection of obvious alternatives, since the herein claimed dosage forms are 
considered merely conventional dosage forms, especially the herein claimed routes of 
administration are known to be useful in treating asthma. The skilled artisan would have 
also been motivated to incorporate the pharmaceutical composition in foam, dry powder 
or aerosol dosage forms. Note that the employment of dry powder and aerosol inhalers 
in treatment of asthma is widely known in the art. Furthermore, the intraconversion of 
dosage forms is within the skill of the artisan and therefore obvious. Furthermore, 
absent some difference in kind between the various isomers the skilled artisan would 
have seen each isomer as prima facie obvious (see In re Adamson and Duffin, 125 
USPQ 233 (CCPA 1960)). 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to San-ming Hui whose telephone number is (571) 272- 
0626. The examiner can normally be reached on Mon 9:00 to 1:00, Tu - Fri from 9:00 to 
6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, PhD., can be reached on (571) 272-0629. The fax 
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phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




'San-ming Hi^f 
Primary Examiner 
Art Unit 1617 



